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June 2, 2010 
AGENDA 

 
The committee will discuss biologics license application (BLA) 125283, motavizumab, 
single-dose liquid solution 50 mg/0.5 milliliter (mL) and 100 mg/1 mL vials, 
MedImmune, LLC, for the prevention of serious lower respiratory tract disease caused by 
respiratory syncytial virus (RSV) in children at high risk of RSV disease. 
 
 
 

8:00 a.m. – 8:10 a.m. Call to Order 
Introduction of Committee 

Chair 
AVDAC 
 

8:10 a.m. – 8:15 a.m. Conflict of Interest Statement Paul T. Tran, R.Ph. 
Designated Federal Official, AVDAC 
 

8:15 a.m. – 8:30 a.m. FDA Opening Remarks FDA 
 

8:30 a.m. – 10:00 a.m. Applicant Presentation 
 

MedImmune, LLC 

 10:00 a.m. – 10:15 a.m. Clarifying Questions to the 
Applicant 
 

 

10:15 a.m. – 10:30 a.m. Break 
 

 

 
10:30 a.m. – 11:15 a.m. FDA Presentation FDA 

 
 

11:15 a.m. – 12:00 p.m. Clarifying Questions for FDA 
and Applicant 
 

 

12:00 p.m. – 1:00 p.m. Lunch 
 

 

1:00 p.m. – 2:00 p.m. Open Public Hearing Session 
 

 

2:00 p.m. – 2:15 p.m. Charge to the Committee 
 

FDA 
 

2:15 p.m. – 4:00 p.m. Questions for Discussions 
 

 

5:00 p.m.  Adjournment  
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